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Return Receipt Requested

October 18, 1992
Document Processing Center (TS-790)
Office of Pollution Prevention and Toxics
Environmental Protection Agency L
401 M Street., S.W. -
Washington, D.C. 20460 )
Attn: Section 8(e) Coordinator (CAP Agreement) B

Dear Coordinator: .
SECAP-0025 =

On behalf of the Regulatee and pursuant to Unit IT B.1.b. and Unit I C of the w
6/28/91CAP Agreement, E.I. Du Pont de Nemours and Co. hereby submits (in triplicate) the -
attached studies. Submission of this information is voluntary and is occasioned by unilateral
changes in EPA's standard as to what EPA now considers as reportable information.

Regulatee’s submission of information is made solely in response to the new EPA §8(e)
reporting standards and is not an admission: (1) of TSCA violation or liability; (2) that
Regulatee's activities with the study compounds reasonably support a conclusion of substantial
health or environmental risk or (3) that the studies themselves reasonably support a conclusion
of substantial health or environmental risk.

43 Fed Reg 11110 (March 16, 1978). The “Reporting Guide states criteria which expands
upon and conflicts with the 1978 Statement of Interpretation. Absent amendment of the
Statement of Interpretation, the informal issuance of the “Reporting Guide” raises significant
due processes issues and clouds the appropriate reporting standard by which regulated persons
can assure TSCA Section 8(e) compliance.

AF ¢

Mark H. Christman
Counsel

Legal D-7158

1007 Market Street
Wilmington, DE 19898
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ATTACHMENT 1

Submission of information is made under the 6/28/91 CAP Agreement,
Unit I This submission is made voluntarily and is occasioned by recent
changes in EPA's TSCA §8(e) reporting standard; such changes made, for
the first time in 1991 and 1992 without prior notice and in violation of
Regulatee's constitutional due process rights. Regulatee's submission of
information under this changed standard is not a waiver of its due process
rights; an admission of TSCA violation or liability, or an admission that
Regulatee's activities with the study compounds reasonably support a
conclusion of substantial risk to health or to the environment. Regulatee has
historically relied in good faith upon the 1978 n ion
Enforcement Policy criteria for determining whether study information is
reportable under TSCA §8(e), 43 Fed Reg 11110 (March 16, 1978). EPA

has not, to date, amended this Statement of Interpretation.

After CAP registration, EPA provided the Regulatee the
June 1, 1991 "TSCA Section 8(e) Reporting Guide™. This "Guide” has been
further amended by EPA, EPA letter, April 10, 1992. EPA has not indicated
that the "Reporting Guide" or the April 1992 amendment supersedes the
1978 ment of Interpretation. The "Reporting Guide" and April 1992
amendment substantively lowers the Statement of Interpretation 's TSCA
§8(e) reporting standard2. This is particularly troublesome as the "Reporting
Guide" states criteria, applied retroactively, which expands upon and
conflicts with the Statement of Interpretation.? Absent amendment of the
Statement of Interpretation, the informal issuance of the "Reporting Guide"

and the April 1992 amendment clouds the appropriate standard by which
regulated persons must assess information for purposes of TSCA §8(e).

In sharp contrast to the Agency's 1977 and 1978 actions to soliciting public comment on the proposed
and final §8(e) Policy, EPA has unilaterally pronounced §8(e) substantive reporting criteria in the 1991
Section 8(e) Guide without public notice and comment, See 42 Fed Reg 45362 (9/9/77), "Notification of
Substantial Risk under Section 8(e): Proposed Guidance”.

3a comparison of the 1978 Statement of Interpretation and the 1992 "Reporting Guide" is a appended.




Throughout the CAP, EPA has mischaracterized the 1991 guidance as
reflecting "longstanding” EPA policy concerning the standards by which
toxicity information should be reviewed for purposes of §8(e) compliance.
Regulatee recognizes that experience with the 1978 Statement of
Interpretation may cause a review of its criteri. Regulatee supports and has
no objection to the Agency's amending reporting criteria provided that such
amendment is not applied to the regulated community in an unfair way.
However, with the unilateral announcement of the CAP under the auspices of
an OCM enforcement proceeding, EPA has wrought a terrific unfairness
since much of the criteria EPA has espoused in the June 1991 Reporting ~
Guide and in the Agency's April 2, 1992 amendment is new criteria which

does not.exist in the 1978 Statement of Interpretation and Enforcement
Policy.

The following examples of new criteria contained in the "Reporting

Guide" that is not contained in the Statement of Interpretation follow:

o even though EPA expressly disclaims each "status report” as being preliminary
evaluations that should ot be regarded as final EPA policy or intent4, the "Reporting
Guide" gives the "status reports” great weight as "sound and adequate basis” from
which to determine mandatory reporting obligations. ("Guide" at page 20).

o the "Reporting Guide” contains a matrix that establishes new numerical reporting
"cutoff™ concentrations for acute lethality information ("Guide" at p. 31). Neither
this matrix nor the cutoff values therein are contained in the Staterpent of
Interpretation. The regulated community was not made aware of these cutoff values
prior to issuance of the "Reporting Guide” in June, 1991.

othe "Reporting Guide" states pew specific definitional criteria with which the Agency,
for the first time. defines as 'distinguishable neurotoxicological effects’; such

criteria/guidance not expressed in the 1978 Statement of Interpretation J;

othe "Reporting Guide" provides new review/ reporting criteria for irritation and
sensitization studies; such criteria not previously found in the 1978 Statement of
retatio C .
othe "Reporting Guide” publicizes certain EPA Q/A criteria issued to the Monsanto
Co. m 1989 which are not in the Staterent of Interpretation; have never been
published in the Federal Register or distributed by the EPA to the Regulatee. Such
Q/A establishes new reporting criteria not previously found in the 1978 Statement of

Interpretation/Enforcement Policy .

“The 'status reports’ address the significance, if any, of particular information reported to the Agency,
rather than stating EPA's interpretation of §8(e) reporting criteria. In the infrequent instances in which the
status reports contain discussion of reportability, the analysis is invariably quite limited, without
substantial supporting scientific or legal rationale.

5 See. e.g, 10/2/91 letter from Du Pont to EPA regarding the definition of ‘serious and prolonged
effects’ as this term may relate to transient anesthetic effects observed at Jethal levels; 10/1/91 letter from
the American Petroleum Institute to EPA regarding clarification of the Reporting Guide criteria.
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In discharging its responsibilities, an administrative agency must give
the regulated community fair and adequate warning to as
what constitutes noncompliance for which penalties may be assessed.

Among the myriad applications of the due process clause is the fundamental principle
that statutes and regulations which purport to govern conduct must give an adequate
warning of what they command or forbid.... Even a regulation which governs
purely economic or commercial activities, if its violation can engender penalties,
must be so framed as to provide a constitutionally adequate warning to those whose
activities are governed.

iebold, Inc. v 1, 585 F.2d 1327, 1335-36 (D.C. Cir. 1978). See
] viron

also, Rollin vi mn

v
Protection Agency, 937 F. 2d 649 (D.C. Cir. 1991).
While neither the are rules, This principle has been applied to hold

that agency 'clarification’, such as the Statement of Interpretation, the
"Reporting Guide” nor the April 1992 amendments will not applied
retroactively.

...a federal court will not retroactively apply an unforeseeable interpretation of an
administrative regulation to the detriment of a regulated party on the theory that the
post hoc interpretation asserted by the Agency is generally consistent with the
policies underlying the Agency's regulatory program, when the semantic meaning of
the regulations, as previously drafted and construed by the appropriate agency, does
not support the interpretation which that agency urges upon the court.

il Co. e nergy Administration, 453 F. Supp. 203, 240

Standard Qil Co. v, Federal Ene gy Ad stratio
(N.D. Ohio 1978), aff'd sub nom. Standard Qil Co. v. Department of

Energy, 596 F.2d 1029 (Em. App. 1978):

The 1978 Statement of Interpretation does not provide adequate notice

of, and indeed conflicts with, the Agency's current position at §8(e) requires
reporting of all "positive' toxicological findings without

regard to an assessment of their relevance to human health. In accordance
with the statute, EPA's 1978 Statement of Interpretation requires the
regulated community to use scientific judgment to evaluate the significance of
toxicological findings and to determining whether they reasonably support a

conclusion of a substantial risk. Part V of the Statement of Interpretation

urges persons to consider "the fact or probability” of an effect's occurrence.
Similarly, the 1978 Statement of Interpretation stresses that an animal study
is reportable only when "it contains reliable evidence ascribing the effect to
the chemical.” 43 Fed Reg. at 11112. Moreover, EPA’s Statement of
Interpretation defines the substantiality of risk as a function of both the
seriousness of the effect and the probability of its occurrence. 43 Fed Reg
11110 (1978). Earlier Agency interpretation also emphasized the
"substantial” nature of a §8(e) determination. See 42 Fed Reg 45362, 45363




(1977). [Section 8(e) findings require "extraordinary exposure to a chemical
substance...which critically imperil human health or the environment"].

The recently issued "Reporting Guide" and April 1992 Amendment
guidance requires reporting beyond and inconsistent
with that required by the Statement of Interpretation. Given the statute and
the Statement of Interpretation's explicit focus on substantial human or

environmental risk, whether a substance poses a "substantial risk” of injury
requires the application of scientific judgment to the available data on a case-
by-case basis.

If an overall weight-of-evidence analysis indicates that this
classification is unwarranted, reporting should be unnecessary under §8(e)
because the available data will not "reasonably support the conclusion” that
the chemical presents a substantial risk of serious adverse consequences to
human health.

Neither the legislative history of §8(e) nor the plain meaning of the
statute support EPA's recent lowering of the reporting threshold that TSCA
§8(e) was intended to be a sweeping information gathering mechanism. In
introducing the new version of the toxic substances legislation,
Representative Eckhart included for the record discussion of the specific
changes from the version of H. R. 10318 reported by the Consumer
Protection and Finance Subcommittee in December 1975. One of these
changes was to modify the standard for reporting under §8(e). The standard
in the House version was changed from "causes or contributes to an
unreasonable risk" to "causes or significantly contributes to a substantial
risk”. This particular change was one of several made in TSCA §8 to avoid
placing an undue burden on the regulated community. The final changes to
focus the scope of Section 8(e) were made in the version reported by the
Conference Committee.

The word "substantial” means "considerable in importance, value,
degree, amount or extent". Therefore, as generally understood, a
"substantial risk" is one which will affect a considerable number of people or
portion of the environment, will cause serious injury and is based on
reasonably sound scientific analysis or data. Support for the interpretation
can be found in a similar provision in the Consumer Product Safety Act.
Section 15 of the CPSA defines a "substantial product hazard” to be:

"a product defect which because of the pattern
of defect, the number of defective products
distributed in commerce, the severity of the
risk, or otherwise, creates a substantial risk
of injury to the public.”




Similarly, EPA has interpreted the word 'substantial' as a quantitative
measurement. Thus, a 'substantial risk' is a risk that can be quantified, See,
56 Fed Reg 32292, 32297 (7/15/91). Finally, since information pertinent to
the exposure of humans or the environment to chemical substances or
mixtures may be obtained by EPA through Sections 8(a) and 8(d) regardless
of the degree of potential risk, §8(e) has specialized function. Consequently,
information subject to §8(e) reporting should be of a type which would lead a
reasonable man to conclude that some type action was required immediately
to prevent injury to health or the environment.




Attachment
Companison:

Reporting triggers found in the 1978 "Statement of Interpretation/ Enforcement
Policy”,43 Fed Reg 11110 (3/16/78) and the June 1991 Section 8(e) Guide.

TEST TYPE 1978 POLICY New 1991 GUIDE
CRITERIA EXIST? CRITERIA EXIST?

ACUTE LETHALITY
Oral N} Y}
Dermal N} Y}
Inhalation (Vapors) }6 Y
aerosol N} Y}
dusts/ particles N} Y}
SKIN IRRITATION N Y8
SKIN SENSITIZATION (ANIMALS) N Y?
EYE IRRITATION N Y10
SUBCHRONIC
(ORAL/DERMAL/INHALATION) N vyl
REPRODUCTION STUDY N yl2
DEVELOPMENTAL TOX Y13 yl4

©43 Fed Reg at 11114, comment 14:
"This policy statements directs the reporitng of specifiec effects when unknown to the
Administrator. Many routine tests are based on a knowledge of toxicity associated with a
chemicall. unknown effects occurring during such a range test may have to be reported if
they are those of concern tot he Agency and if the information meets the criteria set forth in
Parts V and VIL."

TGuide at pp.22, 29-31.

8Guide at pp-34-36.

®Guide at pp-34-36.

10Gyide at pp-34-36.

1 Guyjde at pp-22; 36-37.

12Gujde at pp-22

i543 Fed Reg at 11112
"Birth Defects" Listed.

14Guyide at pp-22




NEUROTOXICITY
CARCINOGENICITY
MUTAGENICITY

In Vitro
In Vivo

ENVIRONMENTAL
Bioaccumulation
Bioconcentration
Oct/water Part. Coeff.
Acute Fish

Acute Daphnia
Subchronic Fish
Subchronic Daphnia

Chronic Fish

AVIAN

Acute
Reproductive
Reprodcutive

15Guide at pp-23; 33-34.

1643 Fed Reg at 11112
"Cancer" listed
17Gyide at pp-21.

N

ZZZ

1843 Fed Reg at 11112; 11115 at Comment 15

"Mutagenicity" listed/ in viwo vs fnvitro discussed; discussion of "Ames test".

19Guyide at pp-23.

2043 Fed Reg at 11112; 11115 at Comment 16.
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CAS 593-70-4; 75-10-5; 75-45-6

Chem: chlorofluoromethane; difluoromethane; chlorodifluoromethane
Title: Toxicity of Fluor Chlor Refrigerants

Date: 8/14/34

Summary of Effect: Neurotoxic signs

\
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Toxicity of Fluor-chlor Refrigeranie
(Project Number 1290)

A. F. Benuiug

JLR-57-15, Ko. 1 Serial Number 14524

Difluuro-mathane (.22 ) (101 ,1-5

Nono-zhlorc-mono-fluoro-mathane 5?:312?101.1-5
Mono-chloro-aifiucro-nethans - (F122)(101.1-5) -

Object of Investigation:

The obdject of this vork vas to deterr 'ne the Telative
toxicities of FP:%), 2 ani 22 compared to the other somson re-
frigerant gases.

Period:

The pericd navax=2 L, (lhis report is from June 6, 193),
to August 1%, 1934,

Ristorical:

¥c previnur *toxicity work hen haen done on these rerfig—
erants.

Patent Sitvation:

Ko »atent status is involved,
Summary &ng Conclusions:
The toxicity of P13 ix of tha same order as that of

Fi21 acd probably will rete Orour ¥ (Undérvriters Classiffcation)
vith Nethylene Chloride and Ethyl Chloride., Both F:22 and Fi32
will elassify 4n Group 3 or possibly OGroup Sa with 00, and P2}
Experimental: (J1 *-tebook 1348 - pp, ©0-72) ‘
The procedure of test was the aame ar folicuzl in similar
¥Oork on other rofrigamarte. Tur animals wore plicel (i cipos
approx.mateiy . v 20 » £% 5.0 & merersd mixture of the rafrigerwnt

and a'r pawsed Inte Lhe Loz, lie 8lr Mte was Xept at apnroximetelw

o

Pl A

i, oyer our,  R¥poseres yore anto or ool Yolrse esch

b
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BEST COPY AVAILABLE

day. the remainder of the time air alone w2s passed into the cages.
Because of ths very hot weathsr, it wvas neceasary to cool
the cages. ‘fnis vas done by covering them with vet cloth and blow-
ing a’r onto the oages. The temperature vas thus kept belov 30° 0.
Autopsies vere performed Dy -the Nedieal Department. Their
gross findings are included belov, |
| 2l
The concentretion of tle pefrigerent vas 10#/1000 £e3
(ca. 5.7 vol¥). .
A total of four snimals wore sxposed to this ges. They
ail reacted immediately the gus was turned ... 7They lost abllity to
stund and sould rot move about, Bruthing ﬁa labored and prop"ox‘:dor-w'
ately abdowinal. The animals besane noticeably eyanmotic in 1ess then '
. an houp and thiz eondition inereased during upo-m . |
All animails apparently mw—d anmavhyt on ecessation of
ths sxvoauiw, but diéd not eat nrq.ur. L
The individual animals d!.sponod as folliowsti
“We. 1 (»a)mmm-nmm-mm
killed, Ko pltholna vas noted,
No. 2 (5-27) Animel died after -u: houre exposure,

- Autopsy mnlod hmrm;o n:.to t.ho tnerecic r.avity, the lungs
empty, the haart likeviss. The trashes ves filled vith blood vhich
vas algo ;iuitii 42 the mostails, - N ‘DM m .“" spparently-

Fo. 3 (B-25) This snuml .vas expoied for twe T-hour
periods. About three hours after the second expciure the animal
deveioped violent tremcrs vhich persisted until death ocourred a
hsl1f hrur later, Autopsy shoved the lungs gcn.omlly hemorrhagio,
the liver discoloured, psrticularly around the ducts. Light mottled

A s U e e et 3 A




r., Trs spleen apd kidneys

b A otherviss? normal.

s exposed for one 7-hour

n. During the month the animal
pot sat & pormal apount and
1ed sSOme hemorrhaglc areas in

re visually pormal.

oyant vas 10471000 e’

.nd B50 , ) Yere exposdd to the
;n each of eight 4aYy¥ (n-28).
month for obaservation.

al effect of the KRS durirg the
olloving the animals appedred

0 g. Tesp. ). heSTOPAY, however,
ered vwith pamavrhngic spots.

r fyiable, The spilesn and kidneys

jgerant was 104 /1000 47

0 g.) vere exposed to the abOVe
.eh of eight days. Both animals
»p obsarvation. .

su: SffecL Ui i ke Gl i adipy
SbaArvAticn el

{on similar but somewhat worse

Agwe g
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BEST COPY AVAILAT

vith homerrhagic arets throughout. 7Thé liver vas discolored cnd
extremely frisble. The kidneys and sm™'ean also &ppedred abnormsl.

_— —_ —— — —
Toxieity Tests on Fi22, Fi171, P:132
All eoncentrations - 10#/1000 £t

Test Animal Refrig- Total Expos-
Ro, Ro., erent  Voif uro_ggpg- te o imal

B-25 1 'r331 ‘5 7 Xilled for ox:ninntinn
. Died end of oxposure
-

q
2 8 |
2 : : 18 n.g.: houie =.fu.-:‘.wu-m
B-36 1 %2 Fi2z M6 52 } 20%"‘{ req“m
a2 1.6 %

B-28 1 2132 ..

- - s — -
[ s T it a7 ey y,,,“n"'.' RARTRSARAE 75 I PR e 2.
. g . . )

L The organs r-novod Trom all the above Ininlll have been
mm for future Loy ia sase’ mt Yeccmtes- &umnu.

s
%
1
i
3
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RS . X Vet .
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Triage of 8(e) Submissions

Date sent to triage: Q\%\C\\a NON-CAP

:% e
Submission number: l , 50 A‘ TSCA lnventory:l"’/ v
N

Study type (circle appropriate):

Group 1 - Dick Clements (1 copy total)
ECO AQUATO

Group 2 - Ernie Falke (1 copy total)

Qm SB\\KA N @

X SE
Group 3 - Elizabeth Margosches (1 copy each)
P

STCX CTCX EPI RTOX GTOX

STOX/ONCO CTOX/ONCO IMMUNO CYTO NEUR

Other (FATE, EXPO, MET, etc.):

Notes:

THIS IS THE ORIGINAL 8(e) SUBMISSION; PLEASE REFILE AFTER TRIAGE DATABASE ENTRY

A prye (5 mMissivg Aron Hlus Sho;

For Contractor Use Only
/ r
entire document: ,;"ﬂ 2 pages [; /s/ Hé pages /,, 4 // /ng

Notes: [

L/. . p—: Date: ‘51/ / ///?g'—

Contractor reviewer -
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13130A
L

Chlorofluoromethane: Subacute inhalation toxicity in rats is of low concern. Four rats were exposed
to 57,000 ppm, 7 hours/day for 1-2 days. All animals exhibited immobility, labored breathing, and
cyanosis during exposure. One rat was sacrificed after six hours; no pathology was noted. A second
rat died after six hours; necropsy revealed hemorrhagic thoracic cavity, "empty" lungs and heart, and
blood-filled trachea and nostrils. A third rat received two 7-hour exposures, after which the animal
developed violent tremors and died. Necropsy revealed hemorrhagic lungs and discolored liver
(particularly around the ducts). The fourth rat received only one 7-hour exposurc; the animal survived
until terminal sacrifice at 30 days. No other details arc available because a page is missing from the
study.

L

Difluoromethane: Subacute inhalation toxicity in rats is of low concern. Two rats were exposed to
76,000 ppm, 7 hours/day for eight days. There werc no deaths. No other details are available because
a page is missing from the study.

L

Chlorodifluoromethane: Subacute inhalation toxicity in rats is of low concern. Two rats were exposed
to 46,000 ppm, 7 hours/day for eight days. Therc were no deaths. No other details are available
because a page is missing from the study.




